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DETAILED ACTION 
Response to Amendment 

1. The amendment filed on December 28, 2004 has been entered. Examiner 
acknowledges that claim 1 has been amended, claims 6, 8-11, 15-17, 19, 21, 23-24, 
26-27, 32 and 45-47 have been canceled, and claims 7, 12-14, 18, 20, 22, 25, 28-31, 
33-44 and 50-52 have been withdrawn. Subsequently, claims 1-5 and 48-49 are under 
consideration, while claims 7, 12-14, 18, 20, 22, 25, 28-31, 33-44 and 50-52 have been 
withdrawn from further consideration. 

2. Applicant is reminded that since claims 7, 12-14, 18, 20, 22, 25, 28-31, 33-44 

and 50-52 are still pending, albeit withdrawn, Applicant is permitted to amended those 
withdrawn claims. In the instance that the generic claim from which the withdrawn 
claims depend is found allowable, the restriction requirement as to the encompassed 
species may be withdrawn and those withdrawn claims may no longer be withdrawn 
from consideration as long as all of the claims to this species depend from or otherwise 
include each of the limitations of an allowed generic claim. 

As a result, in order to expedite prosecution of the instant application, Applicant 
is encouraged to correct the dependency of the withdrawn claims so that none of the 
withdrawn claims are dependent on previously canceled claims. As per the Revised 
Amendment Practice (effective date, July 30, 2003), the proper claim identifier that 
should be used is "Currently Amended Withdrawn." See 37 CFR 1.121. Specifically, 
claims 7, 18, 20, 22, 25 and 28 should be amended. 
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Response to Arguments 

3. Applicant's arguments with respect to claims 1-5 and 48-49 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

6. This application currently names joint inventors. ' In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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7. Claims 1-5 and 48-49 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Reiley et al. (US 6,440,138 B1) in view of Simonson (US 6,159,179). 

Regarding claim 1, Reiley et al. discloses an apparatus fully capable of cutting 
material inside an intervertebral spinal disc, the intervertebral spinal disc having a disc 
body formed of a nucleus and annulus, the apparatus comprising: 

a. an elongated discectomy instrument (such as 22, 110, etc. and their 
respective associated components) having a discectomy instrument body 
extending between a discectomy instrument proximal end and instrument distal 
end, a cutting head (such as 22, 110, etc.) located in a distal portion of the 
discectomy instrument, the instrument body and cutting head dimensioned to fit 
within and to extend through the axial bore; and 

b. an anterior tract sheath having a shaped distal end fully capable of 
engaging an anterior surface of the sacral vertebral body; 

c. wherein the shaped distal end of the anterior tract sheath is fully capable 
of facilitating the anchoring of the anterior tract sheath onto the anterior surface 
of the sacral vertebral body from a para coccygeal skin access point. 

Regarding the phrase, "through a trans-sacral axial bore extending cephalad and axially 
from a sacral position of a sacral vertebral body through one or more vertebral body and 
through, a vertebral body endplate and axial disc opening into the nucleus of the 
intervertebral spinal disc", this functional language does not hold patentable weight in 
an apparatus claim. Thus, given the structure of Reiley et al. the device is fully capable 
of performing the function as claimed in a bore made in any orientation. 
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Reiley et al. discloses the apparatus comprising all the limitations recited in claim 
1, with the exception of a beveled distal end of the anterior tract sheath. However, the 
use of beveled-edge sheath was known at the time the invention was made. 
Specifically, Simonson teaches the use of "beveled end 20 at the distal end of the 
tubular body 18... serves to help the insertion of the cannulated retractor 10 entering the 
body of the patient" (column 4, lines 15-44). Therefore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
distal end of the anterior tract sheath of Reiley et al. by altering it to have a beveled 
shape because it is well known in the art, as taught by Simonson, to aid the insertion of 
discectomy instrument into the body of a patient. 

Regarding claim 2, Reiley et al. discloses that as applied to claim 1, as well as, 
aspiration means for aspirating the disc cavity or disc space, as recited in column 7, 
lines 10-25, for example. 

Regarding claim 3, Reiley et al. discloses that as applied to claim 1, as well as, 
a cutting head having a fragmenting element for fragmenting the nucleus or annulus into 
fragments, as recited in columns, 1-7. 

Regarding claim 4, Reiley et al. discloses that as applied to claim 3, as well as 
aspiration means for aspirating nucleus or annulus fragments from the disc cavity or 
disc space, as recited in column 7, lines 10-25, for example. 

Regarding claim 5, Reiley et al. discloses that as applied to claim 3, as well as, 
irrigation means for delivering irrigation fluid into the disc cavity or disc space; and 
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aspiration means for aspirating the nucleus fragments and irrigation fluid from the disc 
cavity or disc space, as recited in column 7, lines 10-25, for example. 

Regarding claim 48, Reiley et al. discloses that as applied to claim 1, as well as, 
means for accessing (via 34 and 12) a sacral position of a sacral vertebral body; and 
means operable from the accessed sacral position for boring a trans-sacral axial bore 
cephalad and axially through a series of adjacent vertebral bodies and any intervening 
spinal discs, as recited in columns 2-7. Further, Applicant is reminded that functional 
language does not hold patentable weight in an apparatus claim. Further, the 
apparatus of Reiley et al. is fully capable of performing the function as claimed. 

Regarding claim 49, Reiley et al. discloses that as applied to claim 1, as well as, 
means for accessing an anterior surface of the sacral vertebral body (via 34 and 12); 
and means operable from the accessed anterior surface for boring a trans-sacral axial 
bore cephalad and axially through the vertebral bodies of a series of adjacent vertebral 
bodies and any intervening spinal discs and into or through the selected spinal disc 
providing at least a caudal axial disc opening into the nucleus of the selected spinal 
disc, as recited in columns 2-7. Further, Applicant is reminded that functional language 
does not hold patentable weight in an apparatus claim. Further, the apparatus of Reiley 
et al. is fully capable of performing the function as claimed. 
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Conclusion 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrea M. Ragonese whose telephone number is 
571-272-4804. The examiner can normally be reached on Monday through Friday from 
9:00 am until 5:00 pm. 

9. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A. Bennett can be reached on 571-272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

10. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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